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Executive Summary 

Novaluron (N-([[3-chloro-4-[ I, l ,2-trifluoro-2-(trifluoromethoxy)ethoxy] 
phenyl]amino ]carbonyl]-2,6-difluorobenzamide) is a benzoylphenyl urea pesticide insect-growth 
regulator. Tolerances for residues of novaluron are established under 40 CFR § 180.598 in/on a 
wide variety of crops. The Human Health Assessment Scoping Document was completed in 
2015 (Memo, J. Van Alstine, et al.; 16-MAR-2015; D422124). 

Data in support of this petition were originally reviewed by HED under D336897 (31-JAN-2008, 
S. Levy). The current amendment addresses the only remaining deficiency identified in this 
review and the only residue chemistry data deficiency identified in the Scoping Document. 
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Remaining Residue Chemistry Deficiencies 
 
None 
 
Regulatory Recommendations 
 
HED concludes that there are no residue chemistry issues that would preclude granting 
unconditional registration for the use of novaluron on cotton, pome fruits, and potatoes.  
Additionally, the data reviewed in this amendment resolves the residue chemistry data deficiency 
identified in the Human Health Assessment Scoping Document (Memo, J. Van Alstine, et al.; 
16-MAR-2015; D422124).   
 
 

DETAILED CONSIDERATIONS 
 
Deficiency - 860.1380 Storage Stability (from Memo, S. Levy, D336897; 31-JAN-2008) 
 
 The poultry feeding study will be classified as scientifically acceptable, pending submission of additional storage 

stability information.  Sample storage intervals for poultry commodities were not reported, nor was it demonstrated that 
the storage interval for the residue samples was less than 1 month.  Storage stability data for novaluron residues should 
be submitted that support the storage conditions and intervals of poultry egg and poultry skin/fat, muscle, liver, kidney, 
and abdominal fat tissue samples used in this study or the petitioner should demonstrate that the storage interval for the 
residue samples was less than one month.   

 
Petitioner's Response:  Makhteshim-Agan of North America has submitted: 
 

MRID# 47488301 Supplemental Information on Novaluron: Residue Transfer Study, 
Sampling and Analysis Dates for Eggs and Tissues of Laying Hens.  Supplement to:  
Rogers, M. (2006) Rimon: Residue Transfer Study - Accumulation and Depletion of 
Residues in Eggs and Tissues of Laying Hens. Project No.: MAK/0900/062531, prepared 
by Huntingdon Life Sciences, Ltd.; MCW Report No. R-18701. 

 
All samples were analyzed within 14 days of collection. 
 
HED's Conclusion:  The requested data have been provided; this deficiency is now resolved.  
As the storage interval for the samples was less than one month, additional storage stability data 
are not required.   
 
 
 
 
 
 
 
 
 
 
 
 
cc:  G. Kramer (RAB1) 
RDI:  RAB1 Chemists (8/2/17) 
G.F. Kramer:S10957:PY-S:(703)305-5079:7509P:RAB1 




